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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 17 April 2008 . 
2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 11-13 and 18-26 is/are pending in the application. 

4a) Of the above claim(s) 11,12 and 21-26 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) |EI Claim(s) 13 and 18-20 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this application 
is eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 

1 .17(e) has been timely paid, the finality of the previous Office action has been withdrawn 
pursuant to 37 CFR 1.1 14. Applicant's submission filed on April 17, 2008 has been entered. 

Response to Amendment 

2. Claims 13 and 18-20 have been amended, claims 14-17 and 30-31 have been 
cancelled as requested in the amendment filed on February 29, 2008. Following the amendment, 
claims 11-13 and 18- 26 are pending in the instant application. 

3. Claims 11,12 and 21-26 are withdrawn from further consideration pursuant to 37 
CFR 1.142(b), as being drawn to a nonelected invention, there being no allowable generic or 
linking claim. Election was made without traverse in Paper filed on June 16, 2006. 

4. Claims 13 and 18-20 are under examination in the instant office action. 

5. Any objection or rejection of record, which is not expressly repeated in this action 
has been overcome by Applicant's response and withdrawn. 

Claim Rejections - 35 USC § 112 

6. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 
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7. Claims 13 and 18 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
incomplete for omitting essential steps, such omission amounting to a gap between the steps. 
See MPEP § 2172.01. The omitted steps are: the step that leads to the diagnosis of Alzheimer's 
disease. Applicant is advised that claims 13 and 18, as currently presented, do not recite the 
essential conclusive step of what stands for the diagnosis of Alzheimer's disease, such as higher 
ratio level as compared to control corresponds to diagnosis of AD, for example. 

8. Further, it is suggested that claims 13 and 18 include the limitation "frontal cortex 
to temporal cortex and/or to hippocampus" to particularly delineate as what ratio is intended by 
the claims consistent with the data presented in the instant specification. 

9. Claim 19 recites the limitation "alteration" in claim 13. There is insufficient 
antecedent basis for this limitation in the claim. Also, the claim encompasses any alteration 
(higher and lower levels of ratio values) as diagnostic for AD; however, the specification teaches 
only the higher levels being discovered as diagnostic for AD. Amendment to the claim to 
specifically point out that increased ratio levels indicate the diagnosis would obviate this ground 
of rejection. 

10. Claim 20 is vague and ambiguous in section (i) and (ii), which appear to recite 
that any variation of the detected level is indicative of Alzheimer's disease. Applicant is advised 
to rewrite this section of the claim to better express the claimed subject matter. 

Claim Rejections - 35 USC §102 

1 1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 



Application/Control Number: 10/509,950 
Art Unit: 1649 



Page 4 



A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 2 1(2) of such treaty in the English language. 

12. Claim 20 is rejected under 35 U.S.C. 102(e) as being anticipated by US 
Publication No. 2003/0186249, published October 02, 2003, filed April 01, 2002. 

Claim 20 is directed to a kit for diagnosing Alzheimer's disease comprising reagents that 
selectively detect a transcriptional product of the gene coding for polypeptide hTARPP of SEQ 
ID NO: 1 and instructions how to use the kit. 

The US Publication No. 2003/0186249 document discloses polypeptide and 
polynucleotide sequences, "human TARPP genes", which have 100% structural similarity to the 
instant claimed molecules, see sequence alignment attached to the office action of June 25, 2007. 
Thus the product(s) of the instant claimed kit are fully disclosed in the '249 document. 
The Federal Circuit in decision of In re Ngai, 367 F.3d 1336, 1339, 70 USPQ2d 1862, 1864 
(Fed. Cir. 2004) stated that adding new printed matter to a known product cannot make the 
product patentable. 

Where the only difference between a prior art product and a claimed product is printed 
matter that is not functionally related to the product, the content of the printed matter will 
not distinguish the claimed product from the prior art. (Claim at issue was a kit requiring 
instructions and a buffer agent. The Federal Circuit held that the claim was anticipated by 
a prior art reference that taught a kit that included instructions and a buffer agent, even 
though the content of the instructions differed.). The court said, "If we were to adopt 
Ngafs position, anyone could continue patenting a product indefinitely provided that 
they add a new instruction sheet to the product". See also In re Gulack, 703 F.2d 1381, 
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1385-86, 217 USPQ 401, 404 (Fed. Cir. 1983)("Where the printed matter is not 
functionally related to the substrate, the printed matter will not distinguish the invention 
from the prior art in terms of patentability .... [T ]he critical question is whether there 
exists any new and unobvious functional relationship between the printed matter and the 
substrate."). 

See MPEP 21 12.01, PRODUCT CLAIMS - NONFUNCTIONAL PRINTED MATTER 
DOES NOT DISTINGUISH CLAIMED PRODUCT FROM OTHERWISE 
IDENTICAL PRIOR ART PRODUCT. 

Conclusion 

13. No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Olga N. Chernyshev whose telephone number is (571) 272-0870. 
The examiner can normally be reached on 8:00 AM to 5:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jeffrey J. Stucker can be reached on (571) 272-091 1 . The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
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like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

July 2, 2008 

/Olga N. Chernyshev, Ph.D./ 
Primary Examiner, Art Unit 1649 



